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REMARKS 

Claims 1-11, 30, 33-35, 37 and 41-51 are pending in this application. With this 
response, Applicants amend claims 1,8, 30, and 33, and cancel claims 3, 34, 35, 37, 41 
and 42 without prejudice. Support for the amendment to the claims can be found 
throughout the specification, for example, at pages 4-5, fflf 12-13; page 22, ffl} 60-61; 
page 13, f40; the Examples, and in the claims as originally filed. No new matter is 
added by this amendment. 
Claim Rejections - 35 U.S.C. § 1 12 

The Examiner rejects claims 1-11 and 43-51 under 35 U.S.C. § 1 1 2, second 
paragraph as allegedly indefinite. The Examiner further rejects claims 3 and 41 and 
claims 1 , 2, 4-1 1 , 30, 33-35, 37, and 42-51 under 35 U.S.C. § 1 12, first paragraph as 
allegedly lacking enablement. 

A. Indefiniteness 

Claims 1-1 1 and 43-51 are rejected under 35 U.S.C. § 1 12, second paragraph, 
as allegedly indefinite. The Examiner alleges that it is unclear whether the antibody, 
antibody fragments, or both must comprise the recited sequences. The Examiner 
further alleges that it is unclear whether the recitation "capable of specifically binding 
GDF-8 or BMP-11" refers to SEQ ID NO: 14, SEQ ID NO: 26, or the fragments of SEQ 
ID NO: 14 or 26. Without acquiescing, Applicants amend claim 1 to recite that both the 
antibody and antibody fragments comprise the recited sequences. Amended claim 1 
also recites that both the antibody and antibody fragments specifically bind to GDF-8 or 
BMP-1 1 . Support for this amendment can be found in the specification at pages 4-5, 
ffll 12-13, and page 22, fl61. 
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B. Enablement 

1. Claims 3 and 41 

Claims 3 and 41 are rejected under 35 U.S.C. § 1 12, first paragraph, as 
allegedly failing to comply with the enablement requirement. Without acquiescing to this 
rejection, Applicants have canceled these claims, rendering the rejection moot. 
Applicants reserve the right to pursue these claims in a later filed application. 

2. Claims 1 , 2, 4-1 1 , 30, 33-35, 37, and 42-51 

Claims 1 , 2, 4-1 1 , 30, 33-35, 37, and 42-51 are rejected under 35 U.S.C. 
§ 1 12, first paragraph, as allegedly failing to comply with the enablement requirement. 
The Examiner alleges that the specification is not enabling because the structure and 
function of the antibody fragments is unclear. 

Without acquiescing, Applicants amend claim 1 to recite that the antibody 
comprises a) an amino acid sequence of SEQ ID NO: 14, b) an amino acid sequence of 
SEQ ID NO: 26, c) a fragment of SEQ ID NO: 14, or d) a fragment of SEQ ID NO: 26. 
The claim also recites that both the antibody and antibody fragments specifically bind to 
GDF-8 orBMP-11. 

Applicants respectfully submit that the law does not require an application to 
teach what is already known or readily discernable to those of skill in the relevant art. 
The test for enablement is not whether any experimentation is necessary, but whether, 
if experimentation is necessary, it is undue. In re Angstadt , 190 U.S.P.Q. 214 (COP. A. 
1976). The skilled artisan need not be able to predict in advance which modifications 
will result in a protein that retains function. Trial and error experimentation will readily 
provide this information. As noted by the Federal Circuit, trial and error experimentation 
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is not necessarily undue. See, e.g., In re Wands , 858 F.2d 731 (Fed. Cir. 1988) 

(concluding that screening many hybridomas to find the few that fell within the claims 

was not undue experimentation). 

In the instant case, independent claim 1 is enabled because the specification and 
knowledge in the art provide ample guidance regarding how to determine whether or not 
an antibody fragment maintains GDF-8 or BMP-1 1 binding activity. In addition, any 
experimentation that would need to be done to confirm the binding activity of an 
antibody fragment would not be undue. In fact, guidelines for producing antibody 
fragments likely to retain GDF-8 or BMP-1 1 binding activity were known to those of skill 
in the art and are referenced, for example, at pages 29-30, 79, and pages 25-26, jf 67. 

Furthermore, an antibody fragment that falls within the scope of the claims has 
physical properties, and functional characteristics that are easily determined by one of 
skill in the art. For example, in one embodiment, the antibody fragment must comprise 
a fragment of SEQ ID NO: 14 or a fragment of SEQ ID NO: 26. Determining which 
antibodies have these physical properties simply requires sequencing the encoding 
DNA or the protein itself, both of which are routine tasks, and are described at Example 
8 of the specification. The claims also specify the functional limitation that the antibody 
fragment must bind to GDF-8 or BMP-1 1 . GDF-8 and BMP-1 1 binding assays are 
routine and well within the knowledge of those with skill in the art, and the specification 
teaches how to perform such binding assays, for example, at Examples 6 and 9. 

Accordingly, based on the disclosure in the specification, and the knowledge of 
those skilled in the art at the time of filing, the experimentation involved in selecting an 
antibody that comprises a fragment of SEQ ID NO: 14 or 26 that maintains its ability to 
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bind to GDF-8 or BMP-1 1 does not rise to the level of "undue experimentation", as 

analyzed under the factors of In re Wands , 858 F.2d 731 (Fed. Cir. 1988). 

The Examiner further rejects claims 2, 4-11, 30, 33-35, 37, and 42-51 as 
allegedly lacking enablement because they depend from claims rejected on this basis. 
As these claims depend from, and include all of the limitations of claim 1 , the 
enablement rejection should be withdrawn for the reasons argued above. 

C. Conclusion 

In view of the foregoing amendments and remarks, Applicant respectfully 
requests reconsideration and reexamination of this application and the timely allowance 
of the pending claims. 
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Please grant any extensions of time required to enter this response and charge 

any additional required fees to our deposit account 06-0916. 

Respectfully submitted, 

FINNEGAN, HENDERSON, FARABOW, 
GARRETT & DUNNER, L.L.P. 



Dated: March 15, 2007 



Leslie A. McDonell 
Reg. No. 34,872 
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